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for vertebrates of more than 100 nanograms
per kilogram body weight are exempt. Na-
tional standard toxins required for biologic
potency testing as described in 9 CFR Part
113 are exempt.

RECOMBINANT ORGANISMS/MOLECULES

1. Genetically modified microorganisms or
genetic elements from organisms on Appen-
dix A, shown to produce or encode for a fac-
tor associated with a disease.

2. Genetically modified microorganisms or
genetic elements that contain nucleic acid
sequences coding for any of the toxins listed
in this Appendix, or their toxic subunits.

OTHER RESTRICTIONS

The deliberate transfer of a drug resistance
trait to microorganisms listed in this Appen-
dix that are not known to acquire the trait
naturally is prohibited by NIH ‘‘Guidelines
for Research Involving Recombinant DNA
Molecules,’’ if such acquisition could com-
promise the use of the drug to control these
disease agents in humans or veterinary med-
icine.

ADDITIONAL EXEMPTIONS

1. Products subject to regulation under the
Federal Insecticide Fungicide and
Rodenticide Act (7 U.S.C. 136 et seq.) and the
Toxic Substances Control Act (15 U.S.C. 2601
et seq.) are exempt.

2. Additional exemptions for otherwise cov-
ered strains will be considered when CDC re-
views and updates the list of select agents in
this Appendix. Individuals seeking an exemp-
tion should submit a request to CDC that
specifies the agent or strain to be exempted
and explains why such an exemption should
be granted. Future exemptions will be pub-
lished in the FEDERAL REGISTER for review
and comment prior to inclusion in this Ap-
pendix.

[61 FR 55199, Oct. 24, 1996]
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AUTHORITY: Sec. 979 of the Consumer-Pa-
tient Radiation Health and Safety Act of
1981, Pub. L. 97–35, 95 Stat. 599–600 (42 U.S.C.
10004).

SOURCE: 50 FR 50717, Dec. 11, 1985, unless
otherwise noted.

§ 75.1 Background and purpose.

(a) The purpose of these regulations
is to implement the provisions of sec-
tion 979 of the Consumer-Patient Radi-
ation Health and Safety Act of 1981, 42
U.S.C. 10004, which requires the estab-
lishment by the Secretary of Health
and Human Services of standards for
the accreditation of programs for the
education of certain persons who ad-
minister radiologic procedures and for
the credentialing of such persons.

(b) Section 979 requires the Sec-
retary, after consultation with speci-
fied Federal agencies, appropriate
agencies of States, and appropriate
professional organizations, to promul-
gate by regulation the minimum stand-
ards described above. These standards
distinguish between the occupations of
(1) radiographer, (2) dental hygienist,
(3) dental assistant, (4) nuclear medi-
cine technologist, and (5) radiation
therapy technologist. In the interest of
public safety and to prevent the haz-
ards of improper use of medical radi-
ation identified by Congress in its de-
termination of the need for standards,
the Secretary is also authorized to pre-
pare standards for other occupational
groups utilizing ionizing and non-ion-
izing radiation as he/she finds appro-
priate. However, the standards set out
below are limited to the five occupa-
tional groups listed above, utilizing
ionizing radiation. Nothing in these ac-
creditation standards is intended to
discriminate against proprietary
schools.
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